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SAMPLE SI1ZE

(@

New Measures or New Populations

In general, for new measures or payer populations for which a measure is new, plans
should use Table I to determine the appropriate sample size. A plan collecting HEDIS
data for the first time must use Table I.

Existing Measures

In general, if a plan has calculated a particular measure in the previous year, and is
planning to use the hybrid method, it should use the rate derived from administrative
data for the current year or the previous year’s reported rate (whichever most accurately
reflects the expected performance) along with Table Il to determine the appropriate
sample size. Do NOT use Table | in this case. As a plan’s rate improves, the sample size
will decrease. Because of the changes in specifications from HEDIS 2.5 to HEDIS 3.0,

the previous year’s rate cannot be used in 1997 for measures brought forward from

HEDIS 2.5 to HEDIS 3.0.

In some cases, plans will not be able to achieve the desired sample size. For example, a
plan may have very few inpatient admissions for a measure such as Follow-Up After
Hospitalization for Mental lllness. When the sample size is between 30 and 100, the
measure will have little power to detect differences between plans that are smaller than
20 percentage points. Because such measures are still very valuable, however, plans
should collect and report them along with 95% confidence intervals (See Calculation of
the 95% Confidence Interval in this Section for instructions). For sample sizes less

than 30, the requirements for reporting vary by payer. Refer to Guidelines for Data
Collection and Reporting for details.
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(33? Table 1: Sample Sizes for First-Year Reporting

Effectiveness of Care

Childhood Immunization Status 41 411 N/A”

Access/Availability of Care

Initiation of Prenatal Care M a1 N/A

Satisfaction with the Experience of Care

Member SatsfactinSuvey  NA o A
‘% Use of Services >

Well CildVisis inthe Frst 15 Morthsof lfe L N

Wel-Chid Vit inthe Thr, Fourh, ifh and Sxn Yearof Life 411~~~ M NA o

Adolescent Well CareVisit MW NA

Frequency of Ongoing Prenatal Care an ’ ' N/A N/A

1. This measure will be collected usig the CAHPS Survey. Sample size will be provided in the CAHPS manual.

2. The number of individuals age 65 and over whose primary coverage is commercial or Medicaid is extremely small. It is not feasible to collect this
measure for those populations.

3. Administrative data only -— no sample size required.
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Table Il: Sample Sizes for Subsequent Years Reporting

For subsequent years, plans may use a rate caiculated from administrative data in the current year or last year's reported rate, whichever is likely
to be closest to current performance, to determine the sample size.
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STATISTICAL ASSUMPTIONS FOR SAMPLE SIZE

> Sample size is calculated assuming a two-tailed test of significance between
two proportions (= 5%, 80% power, two-tailed test of significance). A normal
approximation to the binomial with a continuity correction was employed
in the sample size calculation. The worst-case assumption of a 50% expected
value was assumed.

» The detectable difference for most measures is 10 percentage points. This was
chosen because it is a big enough difference to be actionable, it is not unduly
burdensome for data collection, and it is not so small as to be “swamped” by
non-sampling error. The only exception is Advising Smokers to Quit, for
which the difference is 20 percentage points. This is because there is likely to
be a 20 percentage point difference between plans that have intervention
programs and those that do not. Therefore, a 20 percentage point difference is
meaningful for this measure.

SAMPLING METHODOLOGY

Plans could use many strategies to select samples of medical records. Acceptable
methods for HEDIS 3.0 fall into two general classes:

» Simple Random Sampling — This strategy is assumed in the sample size calculations
above. The simplest method for simple random sampling is to assign a uniform
random number to each individual in an available eligible population and sort the
available eligible population in ascending order by the random number. The sample
is then selected from the top of the list.

» Complex Probability Sampling — Properly applied, other techniques — stratified
sampling, cluster sampling, and other complex probability approaches — can
improve precision and increase sampling efficiency. If complex sampling
methodologies are used, the estimated rate should be reported along with any
information required to perform a valid test of significance between that rate and
another plan’s rate. The plan should also report the sample size (if different from
the HEDIS recommendation) and document the method used in the calculation
(including software used, if applicable). Health plans should consult a statistician
before implementing a complex sampling methodology.

OVERSAMPLING AND SUBSTITUTION OF MEDICAL RECORDS

For measures where the hybrid method is used, the starting sample size should be higher
than the designated sample size. This is because medical records must be substituted if
the patient is found to be ineligible for the measure (e.g. a member is found to have
been incorrectly identified as a diabetic through administrative data, or a member is
contraindicated for the procedure being measured). To adjust for this, divide the sample
size by the proportion of charts expected to be appropriate for review. For example,
suppose 20% of charts are expected to be inappropriate for the measure. Thus, 80%
should be appropriate. The final sample size = 411/80% = 514. A health plan may
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choose not to increase the sample size. However, this may result in a reduction in the
ability to detect a meaningful difference between plans. The recommended
methodology for carrying out substitution is as follows:

» After selecting the sample of 411 and an appropriate oversample, leave the list in -
random order, and split the list into the primary list consisting of the first 411
members and an auxiliary list consisting of the oversampled members. Both lists
should be in random order.

» Begin abstraction for members of the primary list. Upon finding that a member is
ineligible for the measure, replace the member’s chart with that of the first member
in the auxiliary list.

» Continue abstraction, replacing each ineligible member with the next consecutive
member of the auxiliary list.

POPULATION DEFINITION

In some cases, plans may not have enough eligible members in their entire enrollment
to meet the sample size requirements. In these cases, plans must use their entire eligible
enrollment and report the data with 95% confidence intervals. Why should 95%
confidence intervals be used when the entire enrollment is included? The answer is in
how the population is defined, which is determined by how the data are used. When
data are used for decision-making, by definition, inference is made either to a future
expected performance or to a group of potential members. In either case, the user is
interested in the “process of care,” which goes beyond the performance of the plan in a
single year for a static population. Thus, it is appropriate to consider the entire
available enrollment of a plan as a sample from the universe of all years or all
populations from which such a sample could be drawn. "

FINITE PoPULATION CORRECTION

When calculating the sample size using the hybrid method, plans naturally consider
applying a finite population correction (FPC) factor in sample size calculation to reduce
the sample size. Given that HEDIS 3.0 views the plan’s enrollment as a sample (see
discussion above) and the use of the FPC decreases the power to detect differences, it is
not appropriate to use the FPC for public reporting of HEDIS measures.

CALCULATION OF THE 95% CONFIDENCE INTERVAL

The formula for calculating the 95% confidence interval is:

p(l1 —p}~_1
lower = p—1.96 n n
pl —p)+ 1
upper = p— 1.96 n n
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where p = the plan’s rate, n = the sample size.

For example, suppose a plan has a sample size of 411 eligible women for its Breast
Cancer Screening rate. Of these, 300 received a mammogram during the year. The
calculation would proceed as follows:

_300 _ 2
=iy = 3%
13(1-.73)— 1
lower = .73 - 1.96 411 829 = 68.6%

,.7311 -.73) -1
upper = .73 - 1.96 411 8—2—2 = 77.4%

Thus, the user can be 95% certain that the plan’s true mammography rate is between

68.6% and 77.4%

Notes

» For rates near 0%, the lower limit may be negative. If this occurs, replace the lower
limit with 0%.

» For rates near 100%, the upper limit may exceed 100%. If this occurs, replace the
upper limit with 100%. '

There are more complex confidence interval calculations that have better properties at
extreme values. This formula is provided because it performs adequately over a wide
range of percentages, and is computationally simple. Quality Compass will likely use a
more complex formula; confidence intervals calculated by Quality Compass may not
exactly match plan-reported intervals, but should be close over a wide range of values.

References

» Statistical Methods for Rates and Proportions 2nd ed., Joseph L. Fleiss, John Wiley &
Sons, Inc., New York, pp. 38-42

» Clinical Practice Guideline Number 18: Smoking Cessanon AHCPR Publication
number 96-0692, April, 1996

» On the Interpretation of Censuses as Samples, W. E. Deming (1941) Journal of the
American Statistical Association. Volume 36, pp. 45-49.
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On September 25 and 26, 1996, NCQA’s Committee on Performance
Measurement met to consider thousands of comments received following the July 1996
public release of the draft version of HEDIS 3.0, and to make final changes to the
measurement set. The following pages list the highlights of those discussions, and the - -
rationale for the changes. Part I contains changes and clarifications to data collection and
reporting guidelines, and Part II contains changes to the measures themselves, which are
organized by domain.

One fundamental clarification involves the time-frame over which the transition to
HEDIS 3.0 from earlier versions of HEDIS reporting will be expected. In short, for the
Effectiveness of Care, Health Plan Stability, Cost of Care, Informed Health Care Choices
and Health Plan Descriptive Information domains, all HEDIS 3.0 measures are required
for all populations to which they are applicable in Reporting Year 1996 (data to be
reported in 1997. -

For the Use of Services and Access/Availability of Care domains, measures that
originated in HEDIS 2.5 will be upgraded to 3.0 specifications and applicable to the
appropriate populations in Reporting Year 1996, and measures that originated in
Medicaid HEDIS will be upgraded to HEDIS 3.0 specifications, but applicable only to
the Medicaid populations until Reporting Year 1997 (data reported in 1998). Health
plans should be prepared to report their HEDIS information to external requesters by June
1, 1997. 7

This transition timeline both allows health plans to make the necessary
adjustments for collecting data, and provides the significant advantages of the improved
measures in HEDIS 3.0

PART I: CHANGES TO GENERAL GUIDELINES FOR DATA
COLLECTION AND REPORTING

* Change: A separate HEDIS report should be produced for each state in which the
health plan has a Medicaid contract. (The draft instructed plans to prepare a single
report for all of its Medicaid enrollees.)

* Rationale: State Medicaid agencies reported that HEDIS information would not be
useful unless it was prepared for each state.

¢ Change: Medicare HMO members under age 65 should be included in a plan’s
Medicare HEDIS report. (The draft excluded these members.)

¢ Rationale: Only about 4 percent of Medicare managed care enrollees are under 65,
but this change makes HEDIS a more inclusive document.

* Change: Members who are eligible for both Medicaid and Medicare should be
included in both HEDIS reports. (The draft instructed that plans include these
members in one or the other.)



* Rationale: This change ensures that all Medicaid enrollees are accounted for,
whether or not they are dually eligible. :

¢ Change: The following passage from the draft has been deleted: “If data is not 95%
complete, plans should be prepared to submit again six months after the close of the
reporting year if requested.”

* Rationale: Plans and purchasers will negotiate time-frame arrangements that work
best for them.

¢ Change: Information obtained from medical records must come from an “author-
- identified” note. (The draft required that a provider sign or initial such notes.)

* Rationale: This change makes HEDIS consistent with NCQA Accreditation
standards. Over the next 12 months, the CPM will develop guidelines and audit
standards that will allow health plans to use letters of attestation from providers in
place of medical record review, thereby easing administrative burden on plansand
providers.

PART II: CHANGES TO THE MEASURES
EFF ECTIVENESS OF CARE MEASURES

* Change: Movement of the Flu Shots for High-Risk Adults measure to the Testing
Set.

* Rationale: The CPM decided to move this measure to the Testing Set to evaluate
various operational issues, including how to consistently identify the high-risk
population.

e Change: Change in the methodology for the Flu Shots for Older Adults measure.

e Rationale: The CPM decided that health plans should collect the information for this
measure using patient survey data, rather than administrative or medical records. Flu
shots are often provided outside of the health plan, and relying on plan records may
lead to underreporting.

* Change: Extend the time frame associated with the Beta Blocker Treatment After A
Heart Attack measure to seven days after discharge (the draft specified two days), and
30 days before hospitalization..

e Rationale: A sample of beta blockers may be rendered in the hospital prior to
discharge, or patients may already be taking beta blockers prior to the heart attack.
Allowing five extra days to fill the prescription will give health plans an additional
opportunity to use administrative data (i.e., pharmacy data) to collect this measure.

e Change: Change in the specifications for the Treating Children’s Ear Infections
@ : measure.



Rationale: This measure, which reports how many children receive appropriate
antibiotic treatment for ear infections, was modified so that rates will resemble those
of other Effectiveness of Care measures. Specifically, the numerator was modified to
capture members who receive an antibiotic other than a preferred antibiotic, in order
to recognize cases in which children were appropriately not prescribed any antibiotic.

Change: Movement of the Use of Appropriate Medications for People With Asthma
measure to the Testing Set.

Rationale: Public comment revealed methodological limitations and questions about
the clinical value and appropriateness of this measure for assessing the quality of care
delivered to asthmatics. For example, some commenters stated that there was no
evidence that inhaled corticosteroids or cromolyn — the medications reported in the
measure -- are effective forms of treatment for all asthmatics. Given the high
prevalence of the disease, however, the CPM intends to include, next year, .one or
more asthma related measures currently being tested under a joint project between
NCQA and the Robert Wood Johnson Foundation.

Change: Maintenance of the annual screening interval for Diabetic Eye Exams
Rationale: Appropriate retinal screening intervals for people with diabetes are
currently the subject of some debate. While the draft of HEDIS 3.0 proposed moving
from a one-year to a two-year screening interval, evolving evidence suggests that a
two-year screening interval may be inappropriate for a significant number of
diabetics. The CPM decided that it was preferable to remain with the measure as jt
has been reported over the past three years, to allow the further evolution of evidence
in support of a change. The CPM anticipates substantial improvementsn this measure
over time.

Change: Standardization of Medical Advice to Quit Smoking

Rationale: The CPM decided to require that questions regarding advice to stop
smoking be added to the Annual Member Health Care Survey, in order to achieve
standardized reporting.

Change: Revision in sampling for the Health of Seniors measure.

Rationale: There was concern that over time the replenishment strategy employed in
the draft would lead to a biased cohort - a sample that no longer provides
meaningful information on plan performance. An alternate approach was accepted by
the CPM, whereby plans will establish a new cohort of 1,000 members to survey
every year.

ACCESS/AVAILABILITY OF CARE MEASURES

Change: Deletion of Appointment Access and Telephone Access measures.
Rationale: The CPM concluded that the lack of standard methodologies for
determining actual waiting times imposes limitations on inter-plan comparisons, and



the questions in the Annual Member Health Care Survey that address patient
satisfaction with appointment and telephone access provide better information. The
CPM also decided to give the development of additional measures in these areas high

priority.

Change: Deferral (for one year) of the Low Birth Weight Deliveries at Facilities for
High Risk Deliveries and Neonates of High Risk measure.

Rationale: The inclusion of this measure in the set required for the 1996 reporting
year was an oversight in the draft. The measure uses the same methodology for
identifying low birth weight babies as the Low Birth Weight Babies measure in the
Effectiveness of Care domain. Both are deferred until the 1997-reporting year, in
anticipation of the development of improved methodology.

HEALTH PLAN STABILITY. MEASURES

Change: Disenrollment information applicable to commercial and Medlcare risk
populations only.

Rationale: Since most Medicaid beneficiaries leave health plans because they lose
eligibility (e.g., in many states, pregnant women lose Medicaid eligibility 60 days
after delivery), aggregate disenrollment rates provide no useful information for
Medicaid agencies.

USE OF SERVICES MEASURES

Change: Age stratification for persons 65 and older modified. ,

Rationale: Age stratification in most use of services tables will be : 65-74; 75-84;
and 85+, to account for the needs of the users of the information. (The draft specified
age strata of 65-79, and 80+.)

Change: Frequency of Selected Procedures for Medicare populations.

Rationale: Based on updated information from the U.S. Health Care Financing
Administration, the following procedures will be measured for Medicare enrollees:
Coronary Artery Bypass Graft (CABG); Angioplasty; Prostatectomy;
Cholecystectomy; Reduction of Fracture of Femur; Total Knee Replacement; Partial
Excision of Large Intestine; Carotid Endarterectomy; Total Hip Replacement; and
Hysterectomy. (The draft specified CABG, Angloplasty, Cardiac Catheterization;
Cholecystectomy; and Prostatectomy.)

Change: Births and Average Length of Stay, Newborn

Rationale: The table in this measure was modified to facilitate adding newborn
utilization rates to utilization rates reported in the table on Inpatient Utilization -Acute
Care.
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¢ Change: Continuous enrollment criterion in the tables “Mental Health Utilization.
Percentage of Members Receiving Inpatient, Day/Night, and Ambulatory Service,”
and Chemical Dependency Utilization. Percentage of Members Receiving Inpatient,
Day/Night, and Ambulatory Service.”

¢ Rationale: The continuous enrollment criterion specified for these tables in the draft
was dropped because of concerns about excluding a significant number of Medicaid
enrollees. HEDIS 2.5 specifications for these tables will be retained for 1996
reporting.
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Subsequent to the release of the Advance Copy of HEDIS® 3.0, Volume II: T: echnical
Specifications in October 1996, NCQA learned from those implementing the new measurement
specifications of several errors, inconsistencies and/or areas needing clarification. In order to
share this information, already provided to individual organizations, with everyone who uses
HEDIS 3.0, we made thé necessary modifications to the final HEDIS 3.0 technical
specifications. The following pages list each change from the Advance Copy to the final
HEDIS 3.0, Volume 2. All changes documented in the attached pages are reflected in
HEDIS 3.0, Volume 2.

The changes are listed in order by domain, and within each domain by measure. Each
change is listed along with the page number and location reference in the Advance Copy and
corresponding page number and location reference in the final HEDIS 3.0, Volume 2. When
appropriate, we also included the reason for the change in brackets [ ]. The changes do not
significantly alter the specifications and should require minor, or no, programming changes;
the majority of changes are clarifications to the specifications.

Note: In November 1996, NCQA released the replacement technical specifications for the
Member Satisfaction Survey measure. The revised specifications for this measure, contained
in the Satisfaction with the Experience of Care domain, are not included in the following
pages. The final HEDIS 3.0, Volume 2 contains the updated specifications for this measure.

Note: For organizations that ordered the complete set of HEDIS 3.0 (i.e., Volumes 1-4),
Volume 4, A Road Map for Information Systems, will be released this spring.
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' for Quality Assurance ~ Suite 500 ' - FAX: 202/955-3599
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Washington, D.C. 20036 | http://www.ncqa.org

NCQA

The attached ‘Correction Sheet for HEDIS® 3.0’ documents errors contained in the final
HEDIS 3.0, Volume 2 and the corrected language. The domain, measure name, page number
and description of the correction is documented on the following three pages. These
corrections should be implemented for the HEDIS 3.0 1996 data collection period.

j Note: The changes listed in the attached document are NOT reflected in the final HEDIS 3.0,
‘ Volume 2.
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